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DETAILED ACTION 

RE: Kwee et al. 

1 . Applicant's response filed on 2/4/2009 is acknowledged. Claims 1,3, 12, and 23- 
31 are pending. Claims 2, 4-1 1 , and 13-22 have been cancelled. New claims 24-31 
was added in applicant's reply filed on 10/23/2008. Claims 24 and 26-31 are withdrawn 
from further consideration as being drawn to non-elected inventions for the reasons set 
forth in the previous communication mailed on 12/04/2004. Claims 1, 3, 12, 23 and 25 
have been amended. 

2. Claims 1 , 3, 1 2, 23 and 25 are under examination. 
Objections Withdrawn 

3. The objection to claim 14 because it is a duplicate of claim 12 is withdrawn in 
view of applicant's cancellation of the claim. 

Rejections Withdrawn 

4. The rejection of claims 1, 3, 12, 14, and 23 under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for an antigen-specific dendritic cell 
pulsed by an HM1 .24 protein or an HM1 .24 peptide, does not reasonably provide 
enablement for a cancer vaccine containing as an active ingredient an antigen-specific 
dendritic cell pulsed by an HM1 .24 protein or an HM1 .24 peptide is withdrawn in view of 
applicant's amendment to the claims to recite "wherein the vaccine is used as a 
therapeutic". 
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Rejections Maintained 

Claim Rejections - 35 USC § 103 

5. The rejection of claims 1,12, and new claim 25 under 35 U.S.C. 103(a) as being 
unpatentable overTreon et al. (Semin. Oncol. 2000, 27(5): 598-613, IDS) in view of 
Ohtomo et al. (Biochem. Biophy. Res. Commun., 1999, 258:583-591, IDS), and Chiriva- 
Internati et al. (Cancer Gene Therapy, 2001, Dec, 8(Suppl 2): S27) is maintained. 

The response states that Treon neither alone nor together with Ohtomo and 
Chiriva-lntemati suggests whether or not dendritic cells can be pulsed by idiotypic 
vaccination using the HM1 .24 protein or the HM1 .24 peptide, or whether or not the 
HM1 .24 protein or the HM 1 .24 peptide can be used for immune therapy. Furthermore, 
Idiotypic Vaccination and DNA vaccines are different therapies and thus are not 
fungible. No combination of Treon etal., Ohtomo et al., and Chiriva-lntemati et al., 
teach or suggest whether mature dendritic cells can be obtained by pulsing immature 
dendritic cells with the HM1 .24 protein or the HM1 .24 peptide. 

Applicant's arguments have been carefully considered but are not persuasive. 
Treon et al. expressly teach that an alternative strategy of targeted therapy is to 
generate active specific immunity against the patient's tumor. Treon et al. teach in 
addition to presenting myeloma associated peptides, the dendritic cells can also be 
pulsed with whole tumor antigen, naked DNA or whole tumor RNA for treating multiple 
myeloma (MM) (see page 604, left column). As such treating cancer including myeloma 
(MM) using dendritic cells pulsed with tumor antigen, or naked DNA was well known in 
the prior art. Chiriva-lntemati et al. teach that pulsing dendritic cells via an adeno- 
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associated viral vector/HM1 .24 recombinant generates rapid, significant cytotoxic T 
lymphocytes and interferon activity against multiple myeloma and synthetic HM1 .24- 
positive autologous targets (see abstract). Chiriva-lnternati et al. teach that HM1 .24 
may be an effective antigen for targeting MM (see abstract). Therefore, it would have 
been prima facie obvious to one of ordinary skill in the art at the time the invention was 
made and one would have been motivated to make dendritic cells pulsed with HM1 .24 
antigen for treating multiple myeloma because Treon et al. teach in addition to 
presenting myeloma associated peptides, the dendritic cells can also be pulsed with 
whole tumor antigen, or naked DNA for treating multiple myeloma (MM) (see page 604, 
left column), both Treon and Ohtomo teach that HM1 .24 is a myeloma specific tumor 
antigen, and Chiriva-lnternati et al. have shown that dendritic cells pulsed with a vector 
encoding HM1.24 antigen generates rapid, and significant cytotoxic T lymphocytes. 
One of ordinary skill in the art would have a reasonable expectation of success to make 
dendritic cells pulsed with HM1 .24 antigen for treating MM because Chiriva-lnternati et 
al. have shown that dendritic cells pulsed with a vector encoding HM1 .24 antigen 
generates rapid, and significant cytotoxic T lymphocytes, and the method of making 
dendritic cells pulsed with a tumor antigen was well known in the art as shown by Treon 
et al. 

It is noted that the instant invention is drawn to an antigen specific dendritic cell 
pulsed by an HM1 .24 protein or HM1 .24 peptide, which is not an idiotypic vaccination. 
The idiotype refers to the segment of an immunoglobulin or antibody molecule that 
determines its specificity for antigen and is based upon the multiple combinations of 
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variable (V), diversity (D) and joining (J) exons (see Exhibit A, Cruse et al., Illustrated 
Dictionary of Immunology, 1995 by CRC press, page 148). The idiotype vaccine refers 
to antibody preparations that mimic antigens at the molecular level and they induce 
immunity specific for the antigens they mimic (see Exhibit A). 

Regarding the new claim 25, presenting the antigen for helper T-cells is 
considered as inherent property of dendritic cells. 

Because of these reasons, the rejection is deemed proper and is therefore 
maintained. 

6. The rejection of claims 1, 3, 12, 23 and new claim 25 under 35 U.S.C. 103(a) as 
being unpatentable overTreon et al. (Semin. Oncol. 2000, 27(5): 598-613, IDS) in view 
of Ohtomo et al. (Biochem. Biophy. Res. Commun., 1999, 258:583-591, IDS), and 
Chiriva-lnternati et al. (Cancer Gene Therapy, 2001, Dec, 8(Suppl 2): S27), further in 
view of WO 2001 77362 (Pub. Date: 1 0/1 8/2001 , IDS), as evidence by Porgador et al. 
(J. Exp. Med., 1995, 182: 255-260, IDS) is maintained. 

Applicants presented the same arguments as the previous 103(a) rejection, 
these arguments are not persuasive for the same reasons set forth above (see 
paragraph 5). 



Conclusion 

7. No claims are allowed. 



Application/Control Number: 10/533,104 Page 6 

Art Unit: 1643 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HONG SANG whose telephone number is (571)272- 
8145. The examiner can normally be reached on 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry R. Helms can be reached on (571) 272-0832. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Hong Sang/ 
Examiner, Art Unit 1643 

/Christopher H Yaen/ 

Primary Examiner, Art Unit 1643 



